
TbÄ KATo TA CH|bpxa BakHa 3a Bac nHopMauHA. 
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KakBo CbIbPKa Ta3H JIHCTOBKa 
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IlpoveTeTe BHH MaTeIHO IAIaTa JIHCTOBKa Ipeu na 3anoyHeTe Ia npHemaTe TOBa JIeKapTBO, 

5 
6 

1. 

JIucTOBKa: MHOopManua 3a norpeóuteigAMP-, 

AKo MMaTe HAKaKBH 10nbJIHHTeJIHH BbnpocH, IorIHTamTe BauiHA JIeKap HIH apMaueBT. 

TOBa JieKapcTBO e npeFnHcaHO JIHYHO Ha Bac. He ro ipeoTCTbIIBadTe Ha npyrH Xopa. To MOKe na 

HM HaBpenu, HezaBHCHMO OT TOBa, ye TexHHTe CHMITOMH Ca CHI[HTe KaTO BauHTe. 
AKO noIyYHTe HakakBH HexeJlaHH peakuHH YBeNOMeTe BauiHA JIeKap HJIH papMa[eBT. IOBa 

BKJIIO4Ba H BCHYKM BL3MOKHH HeKejaHH peaKuHH, HeoriHcaHH B Ta3H JIHCTOBKa. BaKTe TOYKa 4. 

2 

TPHTHKO XR 300 mg Ta6neTKH C YIbJIKeHO 0CBO60RtaBAre 
TRITTICO XR 300 mg prolonged-relcase tablets 
TpasonoHOB XHIPOxJIOPHI (trazodone hydrochloride) 

3anaseTe Ta3u JHCTOBKa. Moxe na ce HanoKH 1a A Tipo4eTeTe OTHOBO. 

Kak na npHeMaTe TPHTHKO XR 300 mg 
BL3MOXHH HeKeNaHH peakuuH 
Kak na CLXpaHABare TPHTHKO XR 300 mg 

13PbJHATENHA ArEHLMA N0 IEKAPCTBATA 

KakBo npencraBJABa TPHTHKO XR 300 mg u 3a kaKBo ce n3II013Ba 
KakBO TpaÓBa 1a 3HaeTe Ipenu na npHeMeTe TPHTHKO XR 300 mg 

CbIbpKaHHe Ha onakoBKaTa H 105IHNTeJTHa MHHOpMauua 

)ucmobxa - fipusoxeHue 

Kon Pea. N 
| Pagpewe-4we Ne 

He mpueMaGTe TPHTUKO XR 300 mg: 

KakBo IpencTaBJIABa TPHTMKO XR 300 mg H 3a KaKBO ce H3n0J13Ba 

TOBa JIeKapcTBO (H3QpoeHH B TOYKa 6). 

KaKBO TpaPBa ua 3HaeTe IpenH Ia npueMeTe TPHTHKO XR 300 mg 

TPMTHKO XR 300 mge nekapCTBO, KOeTO Ce IIpuJiara 3a JIeYeHHe Ha 1enpecHBHH pa3cTpoñcTBac HJIH 

õe3 TpeBOKHOCT. Te3n nexapcTBa ce HapuuaT aHTHIenpecaHTH. 

npu TeKBK HHHapKT Ha MMOKapja. 

IIpexynpexneHHA H Ipena3HM MepKH 

Ileouampuna nonynayua 

-620/ 

aKo CTe aJieprHYHH KBM aKTHBHOTO BeILIecTBO HJIH KHM HAKOA OT OCTaHaIHTe CHCTaBKH Ha 

IIpu aIKOXOJIHa HHTOKCHKalHA H WHTOKCHKalua c XHIIHOTHYHH JJeKapcTBa. 

lA22 

CMyyenua npu mecmeane ia ypuna 

TOBopeTe c BaunA IeKap MIH þapMaueBT, IIpeFu Aa npueMeTe TPMTHKO XR 300 mg. 

TPHTHKO XR 300 mg He Tpa6Ba ja ce w3non3Ba 0T AeIA u OHOLIH Ha BB3pacT IoA l8 roaHH. IipH 
TOBa, e HyKHO 1a ce KaKe, Ye KoraT0 ce H3IOJI3BaT IIpH IlaIHeHTH II01 18 rONMHH, Ta3H rpyna 
JIeKapcTBa MOKe na iOBHIIH pHCKa oT HeKeJTaHH peakuHH, KaTO OHT 3a caMoybHÄCTBO, IlJlaHHpaHe Ha 
caMoyQuocTBO H Bpax1ebHOCT (1peAMMHO arpecHBHOCT, IIOBeNeHHe Ha npoTHBONOcTaBAHe H rHAB). 

OCBeH TOBa JIHICBaT 1aHHH 3a be3OIiaCHocTTa ipH ILJIrOcpo4Ha ynoTpeba ipu jela H nopacTBailH 

oTHOCHO Ppacrexa, Cb3pABaHeTO H KorHHTHBHOTO H IOBe|CHYCCKO pasBHTHe. 

AKo, JOKaro npuemare TPHTHKO XR 300 mg ce w3BBpuIH CKPHHMHT 3a HapkoTHlH 
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cneuno1H4HM TeXHHKM, BB3MOKHO e na cc oTYCTe paIIIHB TIO3HTHBCH pe3yTaT. TOBa ce IbJKH Ha 

aHanuTH4HH CMYlCHHA McKILy MeTaboinTa Ha Tpa30IOH H aMperaMMHOBHA JNepHBat (eKCTa3H). B Te3H 

cIyyaH ce KOHCyJITHpaTC C BanA NeKap u iioHCKamTe TOTBbpKICHHe Ha aHasIH3a, KaTO Ce H3rio13BaT ApyrH 

TeXHHK ( Mac cieKTPOMCTpHA (MS) nIH amTePHaTHBHO 1a ce H3r1o13Ba TeYHa xpoMaTorpaua - TaHIeM Mac 

cneKTPOMCTPHA (LC- MS/MS), npu KOMTO CnOMEHaTHTe CMyUICHHA He HacTbITBat. 

CaMovouùcmeocyuyuouU MUCIU uu KINHUYHO 8IOUUaGane 

lenpecHATa e CBBp3aHa c nOBAUIeH PpHCK OT CyuuuFHH MHCJIH, caMOHapaHABAHe H CaMoyQuocTBO (CLÐHTHA, 

CBbp3aHH CHC CaMoyPuiGCTBO). PucKLT CHleCTBYBa 10 10CTHraHe Ha 3HayHMa peMHCHA. Tb� KaTO 

nonobpeHHe M0Ke la He HacTbIIH IIpe3 IIbPBHTe HAKOJIKO CeIMHIH HJIH IIOBeYe OT HaYasioTO Ha JTeYeHMeTO, 

InauneHTHTe TpA6Ba BHHMaTeJIHO Na ce HaQnionaBat IO n0ABaTa My. KIHHHYHHAT OIIHT nOka3Ba, Ye pCKBT 

OT CaMoyóuHcTBO MOKe na HapaCHe Ipe3 paHHHTe eTariu Ha BB3CTaHOBHTeTHHA I1epwon. 

M3BeCTHO e, Ye naueHTH C aHaMHe3a 3a cLoHTHA, CBbD3aHH CHC CaMOYPHÀCTBO HJIH IIOKa3Bal[M B 

3HaYHTeIHa CTeneH cyHUHIHH MHCJIH, IIpenu 3anoYBaHe Ha JneyeHmetO ca H3JIOKEHH Ha rio-BHCOK pHCK OT 

cyHUHAHH MHCIH HIM OMHTH 3a caMoyQMHCTBO H TpaOBa na Ob1aT HaQsIHOnaBaHH BHHMaTeJIHO IIO BpCMe Ha 

JneyeHneTO. MeTa-aHanH3 Ha KOHTPOIHpaHH C IJIaueo KJIHHHYHH Ipoy4BaHHA Ha aHTHAeripecaHTH ip 

Bb3pacTHH nauHeHTH C nCHXHYHH pascTpoHcTBa nOKa3Ba nOBHeH pHCK OT CYHLHAHO IIOBeFeHMe np 

nauweHTH IOA 25 ronuuHa Bb3pacT, JIeKyBaHH c aHTHAenpecaHTH B cpaBHeHHe C niaueoo. 

JleKapCTBeHaTa TepariiA TPAÓBa na ce cLIILTCTBa CbC CTporo HaQIIOneHHe Ha IlauueHTHTe H B 4aCTHOCT Hà 

Te34 C nOBHIIeH pHCK, OcobeHO B HayaIOTO Ha JNeYEHteTO H CIen ipoMeHH B 103aTa. I laueHTHTe (H Te3u, 

KOHTO Ce rpuxaT 3a TAX) TpAÐBa Aa QblaT npenynpenen 3a Heo6xoHMOCTTa OT HaQIKONCHHE 3a BceKH 

IIpu3Hak Ha KJIHHHYHO BJJOUlaBaHe, cyHUHIHO nOBeNEHHe HJH MHCJIH, H HeoQHYa�HH IpOMeHHB 

nOBeNeHHeTO, KaKTO H He3abaBHO 1a nOTbPCAT KOHCYJITaLHA C JIeKap, aKO TaKHBa CHMIITOMH Ce noABAT. 

KOHcyJTHpaHTe ce c BaIHA NeKap npenu 1a 3aI1o4HeTe Aa ipHeMaTe TPMTMKO XR 300 mg B CHeNHHTe 

CJIY4aH: 
EHjeICHA, IIO-ceIHaJIHO 1a ce H30ArBa pa3KO YBeJH4aBaHe HJIH HaMaJiABAHe Ha 103aTa; 

IlauueHTH C YepHONpoQHa IH P5QpeYHa HeNOcTaTHYHOcT, OCObeHO TEKKa; 
IlauueHTH CHC CHpFeYHH 3ab0J1ABAHHA KaTO aHrHHà neKTopHc, HapyieHa ipoBoMMOCT; 

HJIH pasIHYHa CTeneH Ha AV QnOK, CKOpoieH HH)apKT Ha MHOKapna; 

XunepTHpounn3BM; 
Hapy1ueHO ypHHHpaHe, KaTO XHnepTpoHA Ha npoctara, Makap npo61eMH Aa He ce o4aKBaT, Tb� 
KaTO aHTHXOJIHHepru4HHAT epeKT Ha Tpa3ooHa e He3Ha4HTeJIeH; 
OcTpa 3akpuTObIbJIHa rIayKOMa, IOBHIIeHO BBTPeLIHO-04HO HaNAraHe, Makap ye cHIleCTBeHH 
M3MEHeHHA He ce o4aKBaT, I10panH He3Ha4HTeJIHHA aHTHXOJIMHeprHYeH eeKT Ha TpasonoHa. 

IIpu nosBa Ha KbJITeHHILa neHeHHeTO c TPHTHKO XR 300 mg ciejBa la ce npeycTaHOBH. 

IIpueMbT Ha aHTHJenpecaHTH OT NauneHTH C IH304peHHA HIM Apyru ncHXOTHYHH 3aQoJiABAHHA MOKe Ja 
npuyuHn BJIOLIaBAHe Ha ncHxoTHYHUTe CHMITOMH. IlapaHOMAHMTe MHcnH MOKE Aa ce 3acHIAT. Ilo BpeMe Ha 
JeYCHHeTOc Tpasojon NenpecHBHara hasa MoKe na ce npoMeHM OT MaHnakanHo-1enpecMBHa B MaHHakaiHa. 
B TO3M CJIyyaH ipueMbT Ha TPHTMKO XR 300 mg TpaÐBa 1a ce ipeycTaHOBH. 

OucaHH ca B3auMOMeHCTBHA IIO OTHOUIeHHe Ha cepoToHMHOB CHHIPOM/ 3JIOKaYCCTBeH HeBpoJ1eNTHYeH 
CHHAPOM B CIy4aH Ha CbITSTCTBAIja ynoTpeoa Ha pyra BeuecTBa CLC ceporoHMHeprHHo otRe, ATO 
Apyru awTHAeripecaTH (Hanp. TpHuHKIHYHM aHTHJIenpecaTH, SSRI, SNRI M MAO - nynaget 

HeBpoJieTTHLH. Cb06[aBa ce 3a 3J10KayecTBCIM HeBponeTHYHH CHHApOMH C neTaJIeiV/) 
CBIIbTCTBALI IipMeM C HeBpoJierITHIM, 3a KOHTO To3u cHHDOM C IOKa3aHa HeKeJ1aHa fekapCTPS) 

nO 

EnysM APMYA 



BuxTe IDyru eKapcTBa u TPHTIKO XR 300 mg" H B+3MOKHM HeKCJIaHH peakuH" 3a 1oTbJIHHTeNHa 

HHOopMauna. 

T¢ KaTO arpaHynouTO3aTa MOKe 1a ce ipoABH KIIHHHYHO C rpunorionoOHH CHMITOMH, Bb3r1aJteHO bpio H 

TpeCka, B Te3H CIy4an ce ipenopBYBa M3cJIeNBaHe Ha xeMaTOJNOrHATa. 

CbOulaBa ce 3a XunOTOHHA, BKJIOYMTeNHO opTOCTaTH4Ha XHIIOTOHHA H IpHnab[H IpH rialHeHTH, 

npueMalu Tpa3010H. CBIIBTCTBauoTO IIpHeMaHe Ha JieKapcTBa 3a 1OHHKaBaHe Ha KpbBHOTO HaIAraHe H 

Tpa3onOH MOKe 1a H34CKBa HaMaNABaHe Ha 103aTa Ha aHTHXHIIepTeH3HBHOTO JIeKapcTBO. 

Tlp nalneHTH B HapeHaNa BL3pacT I1O-4ecTO MOKe 1a ce npoABAT OpTOCTaTHYHaTa XHrIOTOHMA, 

CBHIHBOCT KaKTO H Apyru anTHXonMHeprHYHH ehekTH Ha TpasonOH. 
CheunaJiHO BHHMaHHe CHeNBa na ce oQbpHe Ha Bb3MOKHoCTTa 3a 1obJIHHTeJIHH epeKTH IIpu CbMbTCTBAlo 

JIeveHHe, KaTO HanpuMep c apyrH nCHXOTpOIHH HJIH aHTHXHINepTeH3MBHH cpencTBa, HJIH I1pH HaJIMYHeTO Ha 

phCKOBH pakTopH KaTO CbIbTCTBauuo 3a6oNABAHe, KoeTO MOKe la BIOUH Te3H peaKsuH. Ilpenops4HTeIHO e 
IlalneHT5T/0JIHOTJJENaybT 1ae HHHOpMHpaH oTHOCHo BH3MOKHOCTTa 3a TakHBa peakKI;HH H BHHMáTeJTHO 1a 

Ce HabIIONABa 3a TaKMBa eekTH IIpH 3anoyBaHe Ha JNeyeHneTO, IIpenu M CJIeA BB3X01AUIOTO THTPApaHe Ha 

I03aTa. 

Caen neyeHHe c TPHTHKO XR 300 mg, oco6eHO ako e npoIb1KHTeJIH0, Ce iperiops4Ba noc+erieHo 
HaMaiBAHe Ha 103aTac orieI MHHHMM3HpaHe Ha CHMIITOMHTe Ha 0THeMaHe, xapakTepH3Hpasi CeC 

raneHe, riaBoQoIHe H HepasnonoxeHHe. 

HaMa CBeneHuA 3a npucTpacTABAHe KBM Tpa3oNOHOB XHAPOXIOPHA. 

KakTO npu ApyTHTe aHTHÊenpecaHTH, HMa cJiy4aH Ha yabJDKABaHe Ha QT-MHTepBaJla, MaKap H MHOro 
penku. IlpenopsYBa ce BHHMaHHe IpH npenNHCBAHeTO Ha TPMTHKO XR 300 mg c neKapcTBeHH IpouyKTH, 

KOHTO yIbJDKABaT OT-HHTePBaia. TPHTHKO XR 300 mg cneIBa la ce H31OJI3Ba BHHMaTeJIHO OT IauHeHTH 
C IOKa3aHH CLpieYHOcLÊOBH 3abo1ABaHHA, BKJIIOYWTeJIHO TaKHBa, CBLp3aHH C yIbJIKaBaHe Ha OT 

MHTepBaia. 

MoIHHTe HHXHPWTOpu Ha CYP3A4 MOKe na npuunHT nOBHIaBaHe Ha cepyMHHTe HHBa Ha Tpaso20Ha. 
BuxTe ,,Apyru nekapcTBa H TPHTMKO XR 300 mg" 3a AobJIHHTeJTHa HH)oPMa;HA. 

Kakto ApyH NeKapCTBa c anha-anpeHoIHTHYHO zeKCTBNe, TpasonoH MHOro paako B01H 10 IpHann3BM. To� 
ce nexyBa c HHTpaKaBepHo3HO HHKEKTHpaHe Ha anda- aHApeHeprHYCH areHT karO Hanp. aapeHaNHH MIH 
MerapamuHOJ. CLO6uaBa ce, o6ave, 3a MHIynpan or Tpa3oFoH npvarin3BM, KOGTO e HanOKHI XHpyprHYHa 
HHTepBeHLus HIH e NOBen 10 nepMaHeHTHA CEKCyanHa AHC¢yHKLHA. IlauneHTH, KOHTO pasBHBar TasH 
HeKeJaHa peaKuus, TpaÑBa He3abaBHO Na nipeycraHOBAT npHeMa Ha TPHTMKO XR 300 mg. 

Apyru JIeKapcTBa n TPATIKO XR 300 mg 

TpsQBa ya kaxere Ha Bau1us nexap uIH HapMaueBT, ako npueMare, HacKopo cTe ipHeManH MNH e BL3MOKHO 
Ha ipueMaTe ApyrH JeKapcTBa. 

O6uyu: CenaTHBHHTe eVeKTH Ha aHTHNcHxOTHLHTe, npucnHBaTeJIHHTe, ycnokOWTeIHHTe, aHKCHOIHTHUHTe H 
aHTHXHCTaMHHOBTe nexapcTBa MOKe Fa ce 3acuIaT; B TaKMBa CIyyan ce npenopb4Ba HaManaBaHe Ha AO3aTa. 

MerabonH34paHeTo Ha aHTHIenpecawTHTe ce yckopABa nopanH yepHonpo0HHTe eQeKTH OT IepopaiHH 
KOHTpaueTHBH, GeHnTOMH, KapÕama3enuH u 6apowTypaTH. MeraoonM3MpaHeTo Ha aHTHneIpecan 
BL311per1ATCTBA OT IWMETHMHa M HAKOH APyrH aHTHCHXOTH4HH JIeKapcTBa. 

TpaQBa 1a kaxeTe Ha Baina JICKap, ako npuemaTe HAKOe OT CHeNHHTe JneKapcTBa: 

ce 

CTATA 

PEnysMA 6ITAPVA 



Hnxuounmopu Ha CYP344: 

Te BKIIO4BaT epHTPOMMIIMH, KeTOKOHa3oJ1, HTpakoHa301, puTOHaBHp, HHÊHHaBHp H Hepa3010H. Te3u 

JneKapcTBa 3acHnBaT HeXenaHHTe peaklHH Ha TPMTMKO XR 300 mg. IlopaIH TOBa CbIIbTCTBauuaTa 

ynoTpe6a TpsPBa na ce 36ATBa, KOraTO e BB3MOKHO HJIH IOHe 1a ce HaMaJIH 103aTa Ha TPHTHKO XR 300 

mg. 

KapõanasenuH: 
CBIIbTCTBAIHAT IIpHeM C KapõaMazenHH BONH IO HaMaJeHH IIJIa3MeHM KOHLEHTpauHH Ha TPHTMKO XR 300 

mg. I lauHeHTHTe CJIeNBa 1a ce HabiiolaBaT BHHMaTeJIHO, 3a 1a ce BHIH 1aTH He e HeobxoUMa 1O-BHCOKa 

n03a TPMTHKO XR 300 mg. 

IpuyukUYHU AHmuòenpecaHmu: CIIbTCTBaLIHAT IpHeM CJIeIBa na ce H36ATBa Iiopanu pHCK OT 

B3aHMOeHcTBHe. Ma ce cIeNH 3a cepoTOHHHOB CHHAPOM H CHPneYHOCLIOBM CTpaHHYHH epeKTH. 

Pnyokcemun: COQuaBa ce 3a penKH CIy4an Ha noBHIeHH NMa3MeHH HHBa Ha TpasonoH H HeOJiaroipuaTHH 

e�eKTH npH KOMPHHHpaHe Ha TpasonOH c uyOKCeTHH. He e n3KIIOYEHO HapmakonHaMHYHO 

B3aHMONeHcTBHe (cepoTOHMHOB CHHAPOM). 

MHxubumopu Ha MOHOaMUHOBaMna oKcuðasa (MAO): Bb3MOKHH ca B3aHMONeHCTBHA C HHXHÔHTOpHTe Ha 

MOHOaMHHOBATa OKCHJasa. MakKap HAKOH JIeKapH 1a KOMPHHHpaT IBETe JIeKapcTBa, CHIIbTCTBaIlaTa yioTpeoa 

Ha TPTIKO XR 300 mg c MAOI, HJIH 10 JBe cexMHIH CHeN npekpaTABaHe Ha ipHeMa Ha Te3H IeKapCTBa, 

He ce penopbYBa. He ce nperiopBYBa H IpHeM Ha MAOl 10 eAHa ceAMHUa CIeA ipeKpatABaHe Ha ieyeHHETO 

c TPHTMKO XR 300 mg. 

AHmuKoazynaHmu uu aHmuazpe2aHmu (npedospamAGAu;u cbcupeaHemo Ha KpbEma): ipOMeHH B 
CHCHPBaHeTO Ha kpbBTa CBbp3aHH C PHCK OT KBPBeHe. 

DeHOmuasuHu: CbIbTCTBAmara ynoTpeQa c xJIOpipOMa3HH, IyoeHa3HH, JEBOMeIpOMa3HH, nepeHa3HH 

MOKe 1a 10Bene 10 TeKKa opTOCTaTHYHa XHInoTOHHA. 

AHecmemuyu/ MyCKYNHu penakcaHmu: TPMTHKO XR 300 mg MOKE la 3aCHJIH eeKTHTe Ha MyCKyJIHHTe 
penakcaHTH H JIeTJIHBHTe aHecTeTHIH, 3aTOBa ipH cbIIBTCTBallaTa ynoTpeba e Heobx0M IIpennasJIMB 

I101X01, 

AnKOxOn: TpasonOH 3acHJIBa cejaTHBHHA eeKT Ha aIKoxoJla. Ilo BpeMe Ha JIeyeHHe c TPHTMKO XR 300 

mg yiioTpebaTa Ha aKOXOJI CIEIBa na ce H36ArBa, 

Jlesodona: AHTHÊenpecaHTHTe MOraT 1a yckopaT METaboJIH3Ma Ha ieBONOna. 

Ipyeu 
CI'BTCTBauara ynorpe6a Ha TPHTHKO XR 300 mg c nekapcTBa, KowTO AOKa3AHO yrbJKaBaT QN 
HHTePBaia, MOKe 1a 1OBHIH PHcKa OT BeHTPHKYJJapHH apuTMMH, BKJIOYMTeJIHO Torsade de pointes. B 
TaKHBa CJIyYM e HeobxoIHMa ipeAia3IMBOCT IIO OTHOIIEHHe Ha CbILTCTBAijara yOTpeba Ha Te3H JIEKapcTBa 

c TPHTHKO XR 300 mg. 

TpasouoH MOKe 1a HHXHÐMpa noBeYeTO oT ocTpTe epeKTH Ha KIOHHAHH. 
Tb� KaTO Tpa3onOH e MHOro cJia6 MHXHÐHTOp Ha o6paTHHA 3axBaT Ha HOpanpeHaMHa YHMOnHLHpa 

peaksuATa Ha KpbBHOTO HanaraHe KbM THpamHH, He ce oyaKBa na IOBJIHAE BbpxXAEHCMNO 
AeHcTBHe Ha ryaHeTHIMHOBHTe CbeNMHeHHA. IlpoyyBaHHA BLDXy JnabopatopHH X/6yO0aye, oarHe 
TpanosoH MOKe 1a BB31IpeiATCTBa NOBe4eTO OT OCTpMTe eeKTH Ha KIOHHAMH. 

*PEnYS 



BHJOBe JiekapCTBa 3a JicyCHHe Ha BHCOKO KpLBHO HaiAraHe TpaOBa ja ce OTYHTa BL3MOKHOCTTa 3a 

nOTeHUHpaHe, Makap 1a Hc ce CHOÐUlaBa 3a KIHHHYHH B3aHMoJNeDCTBHA. 

HexenaHuTe edekTH MOraT Na 6blaT I10-4ecTH, KOraTO Tpa3onOH Ce ipHeMa CbIIbTCTBail[o C ipoiykTH, 

CLAbpKaua KbIT KaHTapuoH. 

CbIlbTCTBalaTa ynotpe6a Ha TpasonoH H BappapMH MOXe 1a NOBeJNe IO ipOMCHH B TipoTpOMPHHOBOTO 

BpeMe. 

C'BI1bTCTBalIHAT IIDHeM C Tpa3onoH MOKe na ipHYHHH IIOBHIUIaBaHe Ha cepyMHHTe HHBa Ha HrOKCHH HJIH 

heHuTOHH. 

BpeMeHHOCT, KbpMCHe H pepTHJIHTeT 
Ako CTe 6peMeHHa HIM KbpMMTe, CMATaTe, Ye MOKe Aa cTe QpeMeHHa HJIH TINaHHpate QpeMeHHOCT, 

noCbBeTBamTe cec BaiuunA NeKap HJIH HapMaueBT IIpenu ynoTpebaTa Ha TOBa ieKapcTBO. 

HeronaM 00eM naHHH 3a opemeHHH KeHH (non 200 cIy4as Ha QpeMeHHOCT), IIpHeMaIH Tpa3OMO He 

nOKaIBaT HEKeJIiAHH epeKTH Ha Tpa3onoH BbpXy QpemeHHOCTTa HJIH 31paBeTO Ha IJIONaHOBOponeHOTO. 

JlunCBaT IpyrH eNHIeMHOJNOrHYHH aHHH. 

KoraTo TPHTHKO XR 300 mg ce npHeMa no paxnaHeTo, HOBOponeHaTe TpaPBa 1a ce HabJliOnaBaT 3a 

IIOABaTa Ha CHMIITOMH Ha oTHeMaHe. 

Bb3MOKHOCTTa 3a oTÊeIAHeTO Ha iponyKTa B MJIKOTO TpaóBa Aa ce HMa ipenBHA IIpH KbPMeulH MaiKH. 
CnenoBaTeNHO ynotpeoaTa Ha TPHTHKO XR 300 mg no BpeMe Ha nepnona Ha QpeMeHHOCT H KbPMeHe 

TpsPBa na ce o6MHCJIH CJeI BHHMaTeJIHa IpeueHKa Ha CbTHOIIEHHETO IIOJI3a/pHCK. 

IIlo¢upaHe H paboTa c MauIHHH 
TPHTHKO XR 300 mg HMa cHaQo HIH yMepeHO BIHAHHe Bbpxy cnoco6HOCTTa 3a lIoHpaHe H paÑora c 
MauiHHH. IlauHeHTHTe TpAPBa na BHMMaBaT IIpu uoupaHe HJIH pabOTa C MauHHH, 10KaTO ce yBepaT, 4e He 

H3HTBaT CHHJIHBOCT, ceAupaHOCT, 3aMaAHOCT, 00bpKBaHe HJIH 3aMbrJICHO 3peHHe. 

TPHTMKO XR 300 mg CbÊbpKa HaTpH� 
TOBa 1eKapcTBO CLILpKa 10-MaIKO OT 1 mmol HarpHm (23 mg) Ha TabneTKa, T.e. MOKe Ia ce KaKe, 4e 

npakTH4eCKH He CbAbpKa HatpH�. 

3. Kak ja npHemaTe TPHTHKO XR 300 mg 

JlekapcTBOTO Ce npneMa caMo oT BL3pacTHH IanHerTH. 
Ta6ueTKMTe TPHTHKO XR 300 mg ca nenHMH Ha 2 4acTH, KOETO no3BOJIABa noCTeneHO IOBMLuaBaHe Ha 
I03aTa, B 3aBMCHMOcT OT TeKecTra Ha 3aQonABaHeTo, TerIOTo, BL3pacTTa H oT oPOTO CbCTOAHHE Ha 

IlauneHTa, no JieKapcKo IipeitcaHHe. 

Ipenop,4HTeJIHaTa Havauna 03a e 150 mg BeFubK JHeBHO. Io3ara MoKe Aa Pbe yBenunabaHa cbc 75 
mg/neBHo (1oJ10BMH Ta6JIeTKa or 150 mg) Ha BceKM TpH HM (10cTHraHKH 1O 225 mg/nueBHO Ha yeTBBPTHA 

IeH OT TepaiuaTa) 10 MaKCHMYM 300 mg/IHeBHO. 
B HaKOH cIyyan Havaiinara o3a MOKe na 6b]e Hamaueua na 75 mg/aueBHo (10JIOBIH TAOJICTKA OT 

150 mg) c IOCTeIeHO yBeIn4aBane cLe 75 mg/nueBno (IoJIOBHH raÓueTKa oT 150 ma 
MakcMMyM 300 mg/meBHo, NEKAP Ta6JierKMTe TpsPBa la ce IipneMaT Ha JlaJIO c 4alla BOJ1a, BelbK eBHO, BeegEMiat. 

6b/ APM 

BATA 



Ta6neTKHTe He TpabBa la ce pa3TpoimaBat HIM ILB4aT, 3a Ia ce ocHrypu ylbJDKCHOTO oCBO60KMABaHe Ha 

nCKapcTBOTO. 

[lpu nauHeHTH B CTapyeCKa BB3pacT H HeMOLL;HH naLueHTH, Iperiops4HTeJTHaTa ribpBOHa4aTHa q03a e 

HaManeHa l0 /S mg AHeBHO, pa31eNCHa Ha HAKOJIKO IpHeMa HJIH KaTO eMHOKpaTHa 103a BeYep. lo3aTa MOKe 

na ce nOBIAWABa nocTeneH0, KakTO e ONHcaHo npH BL3pacTHH, IOI HabnioneHHe cHObpazHO fIOHOCHMOCTTa H 

edukacHocTTa. 

Ynotpea npu nena H oHOMH 
He ce nipenopb4Ba ynoTpebata Ha TPHTMKO XR 300 mg IpH geua H O HO I H Ha BB3paCT 1O1 18 

roNMHH, I10paH NMNca Ha 10cTaTHYHO 1aHHH 3a be3oIlaCHOCT. 

YepHogpoPHM HapyIeHHA 
TpazoFOH npeTbpnABa eKCTeH3HBCH MeTaooJIH3bM B 4epHHA NpoQ H CbII|O Taka ce CBbp3Ba C 

XenaToTOKCHYH0CT, BHXTe �,IpeIynpexnaHHA H IpenasHH MepKH" H �Bb3MOKHH HeKeJlaHH peakiUHH. 

TlauHeHTH C YepHONpo6HM HapyuieHHA, OcObeHO C TeKKa YepHOipoQHa HeNOCTATB4HOCT TPAOBA 1a KaKaT 

Hà TeXHHA NEKap, KoHTO le npeueHH AaH e HeoQxoNHMO nepuonu4HO Ha6niONCHHe Ha 4epHOnpooHaTa 

yHKUMA. 

BLQpeyHH HapyueHHA 
06MKHOBeHO He e HeoQxonHMO KopHrHpaHe Ha n03aTa. BbIIpeKH TOBa nauHeHTHc P5õpeYHH HapyueHHA, 

OcobeHO B CIYYan Ha TeKKa PbõpeYHa HenocTaTbYHOCT TPAPBa la KakaT Ha TexHHA JIEKap IIpenH na 

3ano4HaT neyeHHe c TPMTHKO XR 300 mg (BHXTe Cbl|0 ,,IpenynpexlaHHA H Ipena3HH MepKH "). 

AKO CTe IIpHeJIH IOBeye oT Heo0xoHMaTa I03a TPITIKO XR 300 mg 

Ha�-yecTO CHOQUaBaHHTe HeKeNaHH peakuun CJIeN IpenotaHe ca CBeTOBbprex, CLHIHBOCT, raneHe H 

nOBpbaHe. 
B no-cepHo3HHTe CIyyau ce CbO6maBa 3a KOMa, TaxHKapIuA, XHIIOTOHHA, XHIIOHaTpHeMHA, KOHByJICHH H 

3aTpyAHeHO IHuaHe. CbpieYHATe HapyuueHHA MOKe na BIIOYBaT Ppanukap1HA, YNbJIDKaBaHe Ha QT H 

Torsade de Pointes. CHMIITOMHTe MOraT la ce IpoABAT B paMKHTe Ha 24 4aca HJIH NOBeYe CJIeA 

npenosmpaHe. 
IIpeno3HpaHe Ha TpasonOH B KOMPMHaLHA C ApyrH aHTHJenpecaHTH MOKe Aa npuyHHH cepOTOHHHOB 

CHHAPOM. 

B cIyyam Ha cIyyamHo norTLIlaHe Ha roJIeMH 1034 TPHTHKO XR 300 mg CBbpxeTe ce He3aQaBHO C 

Bauna JNeKap HJIH OTHIeTe 1O HaH-6JIH3KaTa oJIHHLa. B3eMeTe CHC ceõe CH H Ta3H JIHCTOBKa. 

B cIy4am Ha npeno3upaHe TPAÓBa 1a ce H310J13Ba aKTHBeH BBrNeH HJIH Na ce HaIipaBH CTOMaIHa pOMHBKa 

H KPLBHHTe eieKTponHTH TpaóBa 1a 6B1aT KOpurupaHn. He CbLlIecTBYBa cneln¢uueH aHTHAoT Ha TpasonoH. 

AKo HMare HAKaKBH 1O1LJIHHTeIHH BLIIpoCH OTHOCHO YnoTpeata Ha TO3H IpoykT, noHTaMTe BauHA 

JeKap MJIH þapManeBT. 

4. BL3M0KHH HeKeJIaHH peakuuH 

KaTO BCHYKH JIeKapcTBa TPMTMKO XR 300 mg M0KE Ma ipeu3BHKa HeKeJnaHH peaksHH, BbllpeKH 4e He 

BCeKM TH II0J1Y4aBa. 
CLOPulaBa ce 3a ciy4an Ha cyuiMJHH MHCJIH H CyHinJHo IlOBC|CHHe I10 BpeMe Ha TepaTa c Tpa3olOH 

MJIM CKopo cJJel upeKLCBaHc Ha JIeyCHero. 

CHenuwre CHMIITOMH, 1uaKOH OT KOnTo ca yccro na6uioaban npu cnyuan Ha Heeyya 
N3nblHH 

FEnys 
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CbObjaBaT M Ipu nanCHTH, I0UIOKCHM Ha TepariHA C Tpa3ojOH: 

lnCKpas49 Ha Kp% BTa (BKIKO4WTCTHo arpauyOIKTO3A, TpOMPoIMTOTeHHA, NeBKOfIeHHg H 

aHcMMs): 

Ancprm4HM pcakI|W9; 
CHHApoM Ha HcaiCKBaTHa cckpeHA Ha aHTHJMypeTHYHHA XopMOH; 

HamangBaHc Ha HHBaTa Ha HaTpA B KDLBTa, 3aryba Ha Terio, aHOpeKCHA, fIOBHIIeH arieTHT: 

CVHmNHM MHCIH MJH CyMuHO nOBeACHHe, CHCTOSHHA Ha o0bpKBaHe, 6e3CHHHe. 

NC3OPHeHTaHA, MaHng, TpCBOXHoCT, HepBHOCT, Bb30y]IMMOCT (MHOro pako0 BJIOIJaBaluja ce I0 

neImpuVM), HanyIHH4aBOCT, arpeCHBHM peakilHH, xaTKOI[HHa[MH, KOIIMapH, IIOHHKaBaHe Ha 

NHOMNOTO, CHHJIpOM Ha oTHeMaHe; 

CepoTOHMHOB CHHIDOM, KOHBYJICHH, HeBpoJeiTHYeH 3I0OKaYeCTBeH CHHIpoM, 3aMaAHOCT, BHeHe 

Ha CBAT, TNaBooJHe, CHHJIHBOCT, Oe311OKoHCTBO, IOHHKEHa 6FuTeIHOCT, TpeMop, 3aMbrJleHO 

3pcHHe, HapyuueHHA Ha laMeTTa, MHOKIOHyC, H3pazeHa aa3ua, apecTe3HA, IHCTOHHA, IipoMAHA Ha 

BKYCa: 
CbpneYHa apuTMHA (BKJIo4HTCNHO Torsade de Pointes, riaiHTaL[HH, IipexneBpeMeHHM 

BeHTPHKynapHn KoHTpaK|AM, BCHTPHKynapHu KynneTH, BeHTpHKyMapHa TaxuKapiMA, QpanMKap1HA, 
TaxMKapNHA, EKT abHopmaIHOCTH (YnbJIKaBaHC Ha QT); 

OprocTaTHYHa XMnOTOHHA, XHnepTOHMA, ipHIlalb|H; 
HazanHa KOHrcCTHA, 3aTpyAHeHO IHaHe; 
I aneHe, nOBpbIaHe, cyxoTa B ycTaTa, 3anek, 1Hapus, HCIenCMA, CTOMaJHa bOJIKa, 

racTpoeHTepHTH, yBeNHYeHO CJIIOHoOT|eNAHe, apa1HTHYCH HJIeyc; 
HapyuueHHA Ha YepHonpoHara oyHK;HA (BKIIOYHTeIHO KbJITeHMILa H XenaToueIy 1apHH 

yBpexnaHHa), HHTpaxenaranHa xONECTAsa; 
KoxeH o6puB, npypuTyC, XHnepxHAposa; 

BoJKM B KpamHMsWTe, 5oJIKH B Tbp6a, MHairHA, CTaBHH POIKH; 
Hapy1ueHHA npH ypHHHpaHe, kaTO ypHHapHa HHKOHTHHeHIMa (H3I1yCkaHe Ha ypHHa) HJIH 3aLPKaHe 

Ha ypuna (HeBB3MOKHOCT 3a ypuHupaHe); 
IpuanugbM; 

CnaQocT, oTOK, rpHnononoóHM CHMITOMH, yMopa, QoIKa B rpbAHAA KOI, TPecKa; 
IlOBHuuaBaHe Ha yepHonpo6HMTe eH3HMH. 

ChoóIaBaHe Ha HeKeJlaHH peaklHH 
AKO NOIyYMTe HAKaKBH HeKeJIaHH JeKapcTBeHM peaksuH, yBeNOMeTe BaiIHA JIEKap HJH hapMaeBT. TOBa 
BKJIIOYBa BCHY4KM BL3MOKHH HeOnHcaHH B Tasi JIHCTOBKa HeKENAHH peaKIHH. MOKETe CHIIO Na CHoÕuHTe 

HeKeJlaHM peaKI;MH AMpeKTHO Ype3 HaHOHaIHaTa CHCTeMa 3a CLOPmaBaHe: M3TbJIHHTeJIHa areHuHA nO 

JeKapcTBara, yn. �laMSH IpyeB" No 8, 1303 Coua, Ten.: +359 2 8903417, yeQcaHT: www.bda. bg. 
KaTo CLo6uaBare HexenaHn peakuHH, MOKeTe Na Janere CBOA IIpMHOC 3a noJIy4aBaHe Ha noBeYe HHQOpMalHA 

oTHOCHO esoacHOCTTa Ha TOBa JIeKapcTBO. 

5 Kak .a CLXpaHABaTe TPHTMKO XR 300 mg 

JlekapcTBeHHAT IPo1yKT He H3HCKBa CIieMaNHM ycioBMA Ha CbXpaHeHHe. 

He w310JBBaqTe TPHTMKO XR 300 mg cHen cpoka Ha ronHocCT, OTPeJIA3aH Bbpxy kaproHeHara 
ofsakoBKa. 

la ce cLXpaHABa Ha MACTO, HC/IOCTLIIHO 3a l©la. NEHUA9 

PCTBATA 
PEnysT 6b/lMAVA 



6. CLIbpKaHHe Ha OnakoBKaTa H I0HbJIHHTeJIHa HH)OPMauuA 

KaKBO CLÊbPKa TPHTHKO XR 300 mg 

AKTHBHO BeIIecTBO: 300 mg Tpa3010HOB XHIDOXNOpHn (trazodone hydrochloride), CbOTBeTCTBAII|H Ha 

273,2 mg TpasonoH (trazodone). 
lOMoIHH BeIecTBa: 

Hopo: KOHTpaMHA rpaHy1HpaH (npexenaTHHH3MpaHo MOIHOHLupaHo HHUIeCTe), XHnpOMeJIO3a, CHIH;HeB 

AHOKCHA, KOJOMIeH 6e3BONeH, HaTpHeB CTeapHNyMapat 

PMOB0 nOKpumue: OnanpaH II po3oB (IOJIMBHHHJIOB aJIKOXOJI � 4acTHYHO XHIpoH3HpaH, THTaHOB 

AHOKCHA, Makporon/T IET 3350, TaIK, KbJIT KeNeBeH OKCHI (E 172), yepBeH xeJIE3EH OKCHI (E T72). 

Kak H3rJeKIa TPHTVKO XR 300 mg H KaKBO CLILPKa OIlaKOBKaTa 

bexOBO-opaHxeBH OHIMHpaHH Ta6neTKH C yIbJIDKeHO 0CBO6oKIaBaHe c nenHTeJIHa Yepra oT IBeTe CTpaHH. 

TPMTHKO XR 300 mg ce npennara B PVCPVDC/ aiyMHHHeBH 6IHCTepH, nocTaBeHH B KaprOHeHa kyTH, 

CbAbpKama 10, 14, 20,28 HJIH 30 Ta6ieTKH, H IPHJIOKEHa IHCTOBKa 3a iauHeHTa. 

He BCHYKH BHIOBe onaKOBKH MOraT 1a bL1aT IycHaTH Ha nasapa. 

IIpuTeKaTeJI Ha paspeueHHETO 3a ynoTpeba 

AHxeIHHH OapMa BbIrapHa EOON 

yn. "HuKOJa Tecna" No 3, 

61. BusHec LlewTbp BCP CoHa 1, eT. 4, o¢uc 401, 

Cous 1574, BbIrapua 
Ten.: +359 2 975 13 95 

IIpou3BOnHTeI 

Aziende Chimiche Riunite Angelini Francesco S.p.A 

Via Vecchia del Pinocchio, 22-60131 Ancona, Hranua 

3a nonbJIHHTeJIHa HH)OpMauuA OTHOCH0 TOBa JIeKapcTB0, MOJIA CBbpKeTe ce c purexareNA Ha 

paspeiieHHETO 3a ynotpeba 

laTa Ha nocieIHO IIpepasriekLaHe Ha JIHCTOBKaTa: 0KTOMBpH 2024. 

Enys 

PCTBATA 
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